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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460 -
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FRICIAL AECOW
HEOAPGS EFFECTS DIVISION
SCIENTIFIC DATA REVI MEY — G aen
EPA SERIES 364 -
MEMORANDUM - . OFFICE OF
) PREVENTION, PESTICIDES, AND
SUBJECT: Myclobutanil Dietary Exposure TOXIC SUBSTANGES
" Analysis for the Proposed Use in/fon
Bananas (PP# 2E04141)

FROM: Brian Steinwand
: Dietary Risk Evaluation Section
Science Analysis Branch/HED (7509C)

THROUGH : Elizabeth Doyle, Section Head QE:.sz
. Dietary Risk Evaluation Section . : . ,
SAB/Health Effects Division . l ;6_

TO: M. Metzger, Chief
' "RCAB (7509C)

Action Requested

Provide a Dietary Risk Evaluation System (DRES) analysis of
the dietary exposure for myclobutanil through the proposed use on
bananas. The petition requests that a tolerance of 4.0 ppm in/on
bananas be established.

Discussion

CBTS concludes that for risk assessment purposes only,
residues from the proposed use will not exceed 0.8 ppm in banana
pulp (See memo, N. Dodd, 4/4/96). Thus, for the purposes of this
analysis, the 0.8 ppm figure was used. -

Toxicological Endpoint

The chronic analysis used a reference dose (RfD) of 0.025
mg/kg body weight/day, based on a no observed effect level (NOEL)
of 2.49 mg/kg bwt/day and an uncertainty factor of 100 (Memo, G.
Ghali to S. Robbins and L. Rossi, 6/16/94). The NOEL is based on
a two-year rat feeding study. that demonstrated testicular atrophy
as an endpoint effect. An acute dietary assessment is not
required (Toxicological Endpoint Selection Document, Pam Hurley,
7/12/94). Myclobutanil is classified as a Group E chemical.

Residue Information
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. 'Tolerances for myclebutanil are published in 40 CFR §
180.443, 185.4350 and 186.4350. Tolerances had not been
established in/on any banana commodities. No anticipated
residues were used in this analysis. Tolerance level residues
and 100 percent crop treated assumptlons were made for all
commodities.

'Reéults

A summary of the residue information considered in this
analysis is attached as Table 1. A DRES chronic exposure
analysis was performed using tolerance level residues and 100
percent crop treated information to estimate the Theoretical
Maximum Residue Contribution (TMRC) for the general populatlon
and 22 subgroups. Summaries of the TMRCs and their
representations as percentages of the Reference Dose (RfD) are
included as Table 2 and 3.

Chronic Exposure Analysis

Exposure from Existing Tolerances for myclobutanil:

Subgroup: | Exposure (mg/kg/day) 3%RfD
.U.S. Population 0.004092 16.3
Non-Nursing Infants (< 1 yr) 0.024547 98.1

Proposed new Tolerance on bananas:

U.S. Population 0.000185 0.7
Non-Nursing Infants (< 1 yr) 0.000868 3.4

If the new tolerances are approved:

U.S. Population 0.004276 ' 17.1
Non-Nursing Infants (< 1 yr) 0.025414 ‘ 101.6

Conclusions

The chronic analysis for myclobutanil is a worst case

estimate of dietary exposure with all residues at tolerance level

and 100 percent of the commodities assumed to be treated with

myclobutanil. - Based on the exposure estimates arrived at by this
analy51s, the dietary risk to the subgroup Non-Nursing Infants (<

1 yr) is at the threshold for the Agency's level of concern. t
crop which contributes the most to this high risk level is milk
at 52% RfD (See Table 5). In order to refine this analysis for
any other new uses for myclobutanil, percent crop treated
information a/o anticipated residue information will be
necessary. '

Attachments
ce: DRES Caswell #723K CBTS (N. Dodd Yy, PM-21 C. Welch



CHEMICAL INFORMATION FOR CASWELL

NUMBER 723K

DATE: 04/30/96

DATA _GAPS/COMMENTS

PAGE 3 . 1

CHEMICAL STUDY TYPE EFFECTS REFERENCE DOSES STATUS
Myclobutanil (Systane/Rally) | 2yr feeding- rat Testicular atrophy. AD1 UF -->100 No data gaps. HED reviewed 01/27/88
Caswel | #723K o NOEL= 2.4900 mg/kg oPP RfD= 0.025000 EPA verified 02/25/88
CAS No. 884671-89-0 50.00 ppm EPA RfD= 0.000000 WHO reviewed 1992
h.1. CODE: 128857 LEL= 9.8400 mo/ky RfD/PR reviewed 04/28/94
CFR No. 180.443 200.00 ppm No evidence of carcinog- EPA deferred 04/2B/94
185.4350 ONCO: E (RfD/PR Committee)| enicity in rats or mice. On_IRIS.
FOOD : PETITION TOLERANCE (PPM)
CODE FOOD NAME NUMBER NEW PEND I NG PUBL I SHED
G1014AA  GRAPES-FRESH TF3476 1.000000
01014DA  GRAPES-RAISINS TH5524 10.00000
01014JA  GRAPES-JUICE TF3476 1.000000
03001AA  ALMONDS OF3876 0.100000
04001AA APPLES-FRESH - " TF3476 0.500000
04001DA  APPLES-DRIED. - TF34T6 0.500000
04001JA APPLES-JUICE TF3476 } 0.500000 ,
04002AA  CRABAPPLES 9F3812 0.500000 .
04003AA PEARS-FRESH 9F3812 0.500000
040030A  PEARS-DRIED 9F3812 0.500000 . '
04004AA  QUINCES 9F3812 - 0.500000
0S001AA APRICOTS- FRESH 1F3954 2.000000 .
05001DA - APRICOTS-DRIED C1F3954 2.000000
05002AA CHERRIES-FRESH 2F4116 5.0000600
05002DA  CHERRIES-DRIED 2F4116 5.0G00000
05002JA  CHERRIES-JUICE 2F4116 5.000000
050034A NECTARINES 9F3811 - 2.000600 .
05004AA  PEACHES-FRESH 9F3811 2.000000 '
Q5004DA PEACHES-DRIED 9F381 2.000000
05005AA PLUMS{DAMSONS - FRESH 1F3954 2.000000
05005DA PLUMS-PRUNES(DRIED) 1H54608 - 8.000000
05005JA  PLUMS,PRUNE-JUICE 1F3954 2.000000
06002AA  BANANAS-UNSPECIFIED ZE04141 0.800000 -
04600248 BANANAS- FRESH ) 2E04141 (.800000
06002DA  BANANAS-DRIED 2E04141 0.800000
060T6AA  PLANTAINS 2E04141 0.B00000
270030A  COTTONSEED-OIL 4F4317 .0.020000
27003WA  COTTONSEED-MEAL LFL3AT 0.020000
43058AA © WINE AND SHERRY TF3476 1.000000
5000008 MILK-NON-FAT SOLIDPS OF3876 0. 200000 -
S0000FA  MILK-FAT SOLIDS , O0F3876 0.200000°
50000SA  MILK SUGAR (LACTOSE) OF3876 0.200000
53001BA BEEF-MEAT BYPRODUCTS OF3876 0.200000
53001B8  BEEF({ORGAN MEATS)-OTHER 0F3876 0.200000
53001DA  BEEF-DRIED 0F3876 0.100000
53001FA  BEEF(BONELESS)-FAT (BEEF TALLOW) OF3876 0. 200000
53001KA BEEF(ORGAN MEATS)-KIDNEY OF3876 (.2006000
53001LA BEEF(ORGAN MEATS)-LIVER - OF3876 1.006000
53001MA BEEF(BONELESS)-LEAN (W/0 REMOVEABLE FAT)} 0F3876 0. 100000
53002BA GOAT-MEAT BYPRODUCTS OF3876 0.200000




CHEMICAL INFORMATION FOR CASWELL NUMBER 723K . DATE: 04/30/96 PAGE 1 2

CHEMICAL STUDY TYPE ) EFFECTS REFERENCE DOSES DATA GAPS/COMMENTS STATUS
Myclobutanil (Systane/Rally) | 2yr feeding- rat Testicular atrophy. AD1 UF ~~->100 No data gaps. HED reviewed 01/27/88
Caswell #723K NOEL= 2.4900 mg/kg o OPP RfD= 0.025000 | EPA verified 02/25/88
CAS No. 88671-89-0 50.00 ppm , EPA RfD= 0.000000 |- WHO reviewed 1992
A.1. CODE: 128857 LEL= 2.8400 mg/kg ' : . RfD/PR reviewed 04/728/94
CFR No. 18D.443 200.00 ppm No evidence of carcinog- - ) EPA deferred 04/28/94
185.4350 ONCO: E (RfD/PR Committee)| enicity in rats or mice. On_IRIS.
FOOD - PETITION TOLERANCE (PPM)
CODE FOOD NAME : NUMBER NEW PENDING PUBL I SHED . ~

5300288 GOAT{ORGAN MEATS)-OTHER 0F3876 ’ : 0.200000

53002FA GOAT(BONELESS)-FAT : - 0rF3876 0.200000

S3002KA  GOAT(ORGAN MEATS)-KIDNEY - Or3876 -, 0.200000

53002LA GOAT{ORGAN . MEATS)-LIVER 0F3876 . : - 1.000000

53002MA GOAT(BONELESS)-LEAN (W/0 REMOVEABLE FAT) 0F3876 0.100000

53003AA  HORSE ) ] OF3876 - 1.000000

53005BA SHEEP-MEAT BYPRODUCTS 0F3876 0.200000

53005BB SHEEP{ORGAN MEATS)-OTHER . 0F3876 .0.200000

53005FA SHEEP({BONEI ESS)-FAT . OF3876 0.200000

- 53005KA SHEEP(ORGAN MEATS)-KIDNEY 0F3876 ) 0.200000

S3005LA - SHEEP{ORGAN MEATS)-LIVER 0F3876 1.000000

53005MA  SHEEP(BOMELESS)-LEAN (W/0O REMOVEABLE FAT QF3876 .0.100000

S530068A PORK-MEAT BYPRODUCTS . 0F3876 0.200000

530064BB PORX(ORGAN MEATS)-OTHER . OF3876 : (.200000

mu.ccm_u_p PORK(BONELESS)}-FAT (INCLUDING LARD) . 0F3876 0.200000 ) ‘ )

53006XKA PORK(ORGAN MEATS)-KIDNEY 0F3876 : 0.200000 -

53006LA PORK(ORGAN MEATS)-LIVER 0F3876 . 1.000000 - ~

S53006MA PORK(BONELESS)-LEAN (W/0 REMOVEABLE FAT)’ OF3876 . . . 100000 .

55008BA TURKEY -BYPRODUCTS TF3476 ' 0.020000 . .

5500BLA  TURKEY-GIBLETS (LIVER) 7r3476 . 0.020000 :

55008MA  TURKEY-FLESH(W/OC SKIM, W/O BONES) TF3476 : 0.020000

55008MB - TURKEY-FLESH{+SKIN,W/0 BONES) TF3476 . 0.020000

55008MC TURKEY-UNSPECIFIED TF3476 ’ 0.020000

55013BA POULTRY,OTHER-BYPRODUCTS TF3476 ) 0.020000

55013LA POULTRY,OTHER-GEBLETS(LIVER) TF3476 0.020000

55013MA POULTRY,DTHER-FLESH {+SKIN,W/0O BONES) TF3476 0.020000

55014AA  EGGS-WHOLE TF3476 0.020000

55014A8 EGGS-WHITE ONLY TF3476 0.020000

55014AC EGGS-YOLK ONLY TF3476 0.020000

55015BA  CHICKEN-BYPRODULTS i TE3476 0.0200G0

55015LA CHICKEN-GIBLETS({LIVER) : TF3476 0.020000

55015MA CHICKEN-FLESH(W/O SKIN,H/0 BONES) TF3476 0.020000

55015MB  CHICKEN-FLESH(+SKIN,W/0O BONES) TF3476 0.020000
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EFFECTS

. ASSESSMENT SYSTEM- ROUTINE CHRGNIC ANALYSIS

REFERENCE DOSES

DATE:" 04/30/96 .

DATA GAPS/COMMENTS

PAGE :

STATUS

TOLERANCE
CHEMICAL [NFORMATION STUDY TYPE
Myclobutanil (Systane/Rally) | 2yr feeding- rat
Caswel |l #723K NOEL= 2.4900 mg/kg
CAS No. BB671-89-0 50.00 -ppm
A.1. CODE: 128857 LEL= @.8400 ma/ky
CFR No. 180.443 200,00 ppm
_185.4350 ONCO: E (RfD/PR Committee)

Testicular atrophy.

No evidence of carcinog-
enicity in rats or mice.

ADI UfF -->100
OPP RfD= 0.025000
EPA RfD= 0.000000

No data gaps.

HED reviewed 01/27/88
EPA verified 02/25/88
WHO reviewed 1992

RfD/PR reviewed 04/28/94
EPA deferred 04/28/94

On IRIS.

POPULATION SUBGROUP

U.S. POPULATION - 48 STATES

SPRING SEASON
SUMMER SEASON
FALL SEASON

WINTER SEASON

U.S. POPULATION
U.S. POPULATION
u.s
U.s

. POPULATION
. POPULATION

NORTHEAST REGION
NORTH CENTRAL REGION
SOUTHERN REGION
WESTERN REGION

HISPANICS

NON-HISPANIC WHITES
NON-HISPANIC BLACKS
NON-HISPANIC OTHERS

.NURSING INFANTS (< 1 YEAR OLD)
NON-NURSING INFANTS (< 1 YEAR OLD)
- FEMALES (13+ YEARS, PREGNANT)
FEMALES 13+ YEARS, NURSING
CHILDREN ¢1-& YEARS OLD)
CHILDREN (7-12 YEARS OLD)
MALES (13-19 YEARS OLD)
FEMALES (13-19 YEARS OLD, NOT PREG. OR NURSING)
MALES (20 YEARS AND OLDER)
FEMALES (20 YEARS AND OLDER, NOT PREG. OR NURS)

TOTAL TMRC (MG/KG BODY WEIGHT/DAY)

EFFECT OF ANTICIPATED RESIDUES

NEW TMRC DIFFERENCE
AS PERCENT AS PERCENT
CURRENT _TMRC* NEW TMRC** OF RFD OF RED ARC %RFD
0.004091 0.004337 17.349548 0.984808
0.0603844 0.004071 16.285780 0.909872
0.004404 0.004646 18.584480 0.969084
0.004098 0.004357 17.427304 1.035868
0.004021 0.004276 17.103956 1.020140
0.004452 0.004704 18.814416 1.008312 )
0.004170 0.004402 17.609352 0.931252
0.003321 0.003523 14.092788 0.808408 -
0.004827 0.005160 20.641352 1.331576
0.004778 0.005165 20.4659000 1.546644
0.004164 0.004413 17.650024 0.995504
0.003285 0.003433 13.732132 0.593940
0.004219 0.004570 18.278560 1.403780
0.009498 0.010925 43.701216 5.708868 '
0.024546 0.026202 104 .808364 6.624132
0.00292¢9 0.00305% 12.236436 0.521096
0.003743 0.003980 15.919576 0.948012
0.011392 0.012108 48.4308%92 2.864884
0.006410 0.006735 26.940116 1.298432
0.003673 0.003835 15.338904 0.647056 .
0.003045 0.003184 12.735996 0.557940
0.002411 0.002562 10.248616 0.606332
0.002408 10.262852 0.630128

0.002566

*Current TMRC does not include new or pending tolerances.
**New TMRC includes new, pending, and published tolerances. -
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TOLERANCE ASSESSHEHT SUMMARY FOR Myclobutanil (Systane/Rally) DATE: 04/30/96
CASWELL #723K

ANALYSIS FOR PQPULATION SUB-GROUP: U.S. POPULATION - 48 STATES

EXISTING TOLERANCES (PUBLISHED ONLY)

RESULT IN A TMRC OF: 0.004092 - MG/KG/DAY
THE EXISTING TMRC IS EQUIVALENT TO: 16.365 % OF THE ADI.
PROPOSED NEW TOLERANCES (CURRENT PET!TION ONLY)

RESULT IN A TMRC OF: 0.000185  MG/KG/DAY
THESE NEW TOLERANCES WILL OCCUPY: 0.738 % OF THE ADI.

IF THE NEW TOLERANCES (CURRENT PETITION ONLY)
ARE APPROVED THE RESULTANT TMRC WILL BE: 0.004276  MG/KG/DAY

THE NEW TMRC WILL OCCUPY 17.103 % OF THE ADI.
OTHER PENDING TOLERANCES EXCLUDING THE

CURRENT NEW PETITION HAVE A TMRC QF: 0.000062  MG/KG/DAY
THIS TMRC WILL OCCUPY ) 0.246 % OF THE ADI.

IF ALL PENDING TOLERANCES (1NCLUDING THE

CURRENT NEW PETITION) ARE GRANTED .

THE RESULTANT TMRC WILL BE: 0.004338 MG/KG/DAY
THE TOTAL TMRC WILL OCCUPY 17.350 % OF THE ADI.

ANALYSIS FOR POPULATION SUB-GROUP: NON-NURSING INFANTS (< 1 YEAR OLD)

EXISTING TOLERANCES (PUBLISHED ONLY)

RESULT IN A TMRC OF: 0.024547  MG/KG/DAY
THE EXISTING TMRC IS EQUIVALENT TO: 98.184 % OF THE ADI.
PROPOSED NEW TOLERANCES (CURRENT PETITION ONLY)

RESULT IN A TMRC OF: 0.000858  MG/KG/DAY
THESE NEW TOLERANCES WILL OCCUPY: 3.468 % OF THE ADI,

IF THE NEW TOLERANCES (CURRENT PETITION ONLYY
ARE APPROVED THE RESULTANT TMRC WILL BE: 0.025414  MG/KG/DAY

THE NEW.TMRC WILL QCCUPY 101.652 7% OF THE ADI.
OTHER PENDING TOLERANCES EXCLUDING THE

CURRENT NEW PETITION HAVE A TMRC OF: 0.000790  MG/KG/DAY
THIS TMRC WILL OCCUPY 3.156 % OF THE ADI.

IF ALL PENDING TOLERANCES (INCLUDING THE

CURRENT NEW PETITION) ARE GRANTED

THE RESULTANT TMRC WILL BE: 0.026203  MG/KG/DAY
THE TOTAL TMRC WILL OCCUPY 104.808 % OF THE ADI.
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TOLERANCE ASSESSMENT SYSTEM ROUTINE CHRONIC ANALYSIS DATE: ab\wo\oo PAGE:
CHEMICAL INFORMATION STUDY TYPE EFFECIS REFERENCE DOSES DATA GAPS/COMMENTS STATUS .
Myclobutanil (Systane/Rally) | 2yr feeding- rat Testicular atrophy. ADI UF -->100 No data gaps. HED reviewed 01/27/88
Caswell #723K NOEL= 2.4900 mo/ky OPP Rfb= 0.025000 : EPA verified 02/25/88
CAS No. 88671-8%-0 50.00 ppm EPA RfD= 0.000000 WHO reviewed 1992
A.l1. CODE: 128857 LEL= 9.8400 mg/kg . RfD/PR reviewed 04/28/94
CFR No. 180.443 200,60 ppm No- evidence of carcinog- EPA deferred 04/28/94
185.4350 ONCO: E (RfD/PR Committee)! enicity in rats or mice. . On IRIS.
LISTING OF EXPOSURE BY RAC FOR: NON-NURSING ENFANTS (< 1 YEAR -OLD)
|-~EXISTING TOLERANCES--] |-NEW & PENDING TOLERANCES- |
FOOD : " ]-------TOLERANCE (PPM)-------| TMRC TMRC
CODE FOOD NAME NEW PENDING  PUBLISHED (UG/KG/DAY} ARTD (UG/KG/DAY) ¥RFD
0600G2AA w>z>z>m-chvmn~m~mc 0.80000 0.003245 0.0129
06002AB  BANANAS-FRESH 0.80000 . 0.808832 3.2353
060020A  BANANAS-DRIED 0.80000 0.054926 0.2197
06016AA  PLANTAINS 0,80000 0.000000 0.0000
270030A COTTONSEED-OIL 0.02000 0.000109 0.0004 :
27003WA  COTTONSEED-MEAL 0.02000 0.000013 - 0.06060
43058AA WINE AND SHERRY .d.comoo‘ 0.000000 : 0.0000
CROP GROUP TOTALS FOR UNSPECIFIED: 0.000122 0.0004 c.mmwcou 3.4680
GRAND TOTAL TMRC: 0.867125 GRAND TOTAL % OF THE RfD: 3.4685
04001AA  APPLES-FRESH 0.50000 1.426998 5.7079
04001DA APPLES-DRIED 0.50000 0.000000 0.0000
04001JA  APPLES-JUICE (.50000 2.598156 10.3926
04002AA ~ CRABAPPLES 0.50000 0.00090060 0.0000
04003AA PEARS-FRESH 0.50000 - 0.789030 3.1561
040030A  PEARS-DRIED 0.50000 0.608000 0.0000
04004AA  QUINCES . 0.50000 0.000000 0.0000
. CROP GROUP TOTALS FOR POME FRUITS: 4.025154 ’ 16.1006 0.789030 3.1561
. "GRAND TOTAL TMRC: 4.814184 GRAND TOTAL.% OF THE RfD: 19.2567
05001AA  APRICOTS-FRESH i 2.00000 0.770715 3.0828
05001DA  APRICOTS-DRIED 2.00000 0.000000 0.0000
05002AA  CHERRIES-FRESH 5.00000 0.347323 1.3892
05002DA CHERRIES-DRIED 5.00000 0.000000 0.0000 '
05002JA  CHERRIES-JUICE 5.00000 0.196582 0.7863
0S5003AA  NECTARINES 2.00000 0.000000 0.0000
05004AA  PEACHES-FRESH 2.00000 4. 173478 16.6939
05004DA  PEACHES-DRIED 2.00000 0.000000 0.0000 i
05005AA  PLUMS{DAMSONS)-FRESH 2.00000 0.589976 2.3599
050050A  PLUMS-PRUNES{DRIED) 8.00000 0.405455 1.6218
050054A  PLUMS, PRUNE- JUICE 2.00000 0.340200 1.3608
CROP GROUP TOTALS FOR quzm FRUITS: m.mmwﬂmo 27.2949
GRAND TOTAL TMRC:  6.82372 27.2949 .

2 GRAND TOTAL % OF THE RfD:




TOLERANCE ASSESSMENT SYSTEM ROUTINE CHRONIC ANALYSIS DATE: 04/30/96 PAGE :
CHEMICAL INFORMATION STUDY TYPE EFFECTS REFERENCE DOSES DATA GAPS/COMMENTS STATUS
Myclobutanil (Systane/Rally) | 2yr feeding- rat Testicular atrophy. ADI UF «=>100 No data gaps. HED reviewed 01/27/88
Caswell #723K NOEL= 2.4900 mg/ky OPP RfD= 0.025000 EPA verified 02/25/88
CAS No. 88671-89-0 50.00 ppm £pA Rfb= 0.000000 WHO reviewed 1992
A.1. CODE: 12BBS7 LEL= 9.8400 mg/kg ) ] . RfD/PR reviewed 04/28/94
CFR No. 180.443 200.00 ppm No evidence of carcinog- EPA deferred 04728794
185.4350 ONCO: E (RfD/PR Committee)| enicity in_rats or mice. On_IRIS.

LISTING OF EXPOSURE BY RAC FOR:

NON-NURSING INFANTS (< 1 YEAR OLD)

| --EXISTING TOLERANCES-- | |-NEW & PENDING TOLERANCES-}
FoOD |-------TOLERANCE (PPM)-------} TMRC TMRC :
CODE FOOD NAME NEW PENDING __PUBLISHED (UG/KG/DAY) - %RfD (UG/KG/DAY) IRFD
01014AA  GRAPES-FRESH 1.00000 0.024736 0.0989
01014DA  GRAPES-RAISINS 10.00000 0.041440 0.1657
01014JA  GRAPES-JUICE 1.00000 0.249821 0.9992
CROP GROUP TOTALS FOR SMALL FRUITS AND BERRIES: 0.315997 1.2639
GRAND TOTAL TMRC: 0.315997 GRAND TOTAL % OF THE RfD: 1.2640
03001AA  ALMONDS 0.10000 "0.000214 0.0008 .
CROP GROUP TOTALS FOR TREE NUTS: 0.000214 0.0008
GRAND TOTAL TMRC: 0.000214 GRAND TOTAL % OF THE RfD: 0.0009
53001BA  BEEF-MEAT BYPRODUCTS 0.20000 0.002204 0.0088
5300188  BEEF(ORGAN MEATS)-OTHER' 0.20000 0.000622 -0.0024 - .
S3001DA  BEEF-DRIED 0.10000 0.000000 0.0000 : ,
S3001FA  BEEF(BONELESS)-FAT (BEEF TALLOW) 0.20000 0.038256 0.1530
53001KA  BEEF(ORGAN MEATS)-KIDNEY 0.20000 0.000000 0.0000
53001LA  BEEF(ORGAN MEATS)-LIVER 1.00000 0.031234 0.1249
53001MA  BEEF(BONELESS)-LEAN (W/O REMOVEABLE FAT) 0.10000 0.122785 0.4911 .
53002BA  GOAT-MEAT BYPRODUCTS 0.20000 0.000000 0.0000
53002BB  GOAT(ORGAN MEATS)-OTHER 0.20000 0.000000 0.0000
53002FA  GOAT(BONELESS)-FAT 0.20000 0.000000 0.0000
53002KA  GOAT(ORGAN MEATS)-KIDNEY 0.20000 0.000000 0.0000
53002LA  GOAT(ORGAN MEATS)-LIVER 1.00000 0.000000 0.0000
53002MA  GOAT(BONELESS)-LEAN (W/O REMOVEABLE FAT) 0. 10000 0.000000 0.0000
53003AA  HORSE : 1.00000 0.000000 0.0000
S3005BA  SHEEP-MEAT BYPRODUCTS 0.20000 0.000000 0.0000
5300588  SHEEP(ORGAN MEATS)-OTHER 0.20000 0.000000 0.0000
53005FA  SHEEP(BONELESS)-FAT 0.20000, 0.001451 0.0058
53005KA  SHEEP(ORGAN MEATS)-KIDNEY 0.20000 0.000000 0.0000
53005LA  SHEEP(ORGAN MEATS)-LIVER : 1.00000 0.000000 0.0000
53005MA  SHEEP(BONELESS)-LEAN (W/O REMOVEABLE FAT : 0.10000 0.006305 0.0252
530068A  PORK-MEAT BYPRODUCTS 0.20000 0.001148 0.0045
5300688  PORK(DRGAN MEATS)-OTHER 0.20000 0.000307 0.0012
53006FA  PORK(BOMELESS)-FAT (INCLUDING LARD) 0.20000 0.029303 0.1172
53006KA  PORK(ORGAN MEATS)-KIDNEY 0.20000 0.000000 0.0000
53006LA  PORK(ORGAN MEATS)-LIVER 1.00000 0.0602

0.015068




ASSESSMENT SYSTEM ROUTINE

EEFECTS

CHRONIC ANALYSIS

REFERENCE DOSES

DATE: 04/30/96

DATA GAPS/COMMENTS

PAGE:

STATUS

TOLERANCE
CHEMICAL INFORMATION STUDY _TYPE
Myclobutanil (Systane/Rally) | 2yr feeding- rat
Caswell #723K NOEL= 2.4%900 mg/kg
CAS No. 88671-89-0 . 50.00 ppm
A.l. CODE: 128857 LEL= 2.8400 mg/kg
CFR No. 180.443 200.00 ppm
185.4350 ONCO: E (RfD/PR Committee)

Testicular atrophy.

No evidence of carcinog-
enicity in rats or mice.

ADI UF -->100
OPP RfD= 0.025000
EPA RfD= 0.000000

No data gaps.

HED reviewed 01/27/88
EPA verified 02/25/88
WHO reviewed 1992 :
RfD/PR reviewed 04/2B/%%
EPA deferred 04/28/94
On _IRIS.

LISTING OF EXPOSURE BY RAC FOR: NON-NURSING INFANTS (< 1 YEAR OLD)

|-~EXISTING TOLERANCES- - |

[-NEW & PENDING TOLERANCES- |

-FOOD |-------TOLERANCE (PPM)-------| THRC THRC
CODE FOOD NAME MEW _ PENDING  PUBLISHED (UG/KG/DAY)  %RfD (UG/KG/DAY) ¥RFD
53006MA  PORK(BONELESS)-LEAN (W/O REMOVEABLE FAT) 0.10000 0.044174 0.1766
CROP GRQUP TOTALS FOR RED MEAT: 0.292857 1.1714
GRAND TOTAL TMRC: 0.292857  GRAND TOTAL % OF THE RfD: 11714
S5008BA  TURKEY-BYPRODUCTS £0.02000 0.000000 0.0000
55008LA  TURKEY-GIBLETS (LIVER) 0.02000 0.000000 0.0000
55008MA  TURKEY-FLESH(W/O SKIN, W/O BONES) 0.02000 0.002398 0.0095
'55008MB  TURKEY- FLESH(+SKIN,W/0 BONES) 0:02000 0.001627 0.0065
55008MC  TURKEY-UNSPECIFIED 0.02000 0.000000 00000
55013BA  POULTRY,OTHER-BYPRODUCTS 0.02000 0.000000 0.0000
55013LA  POULTRY,OFHER-GIBLETS(LIVER) _ 0.02000 0.000000 0.0000
55013MA  POULTRY,OTHER-FLESH (+SKIN,W/0 BONES} 0.02000 0.000000 0.0000
55015BA  CHICKEN-BYPRODUCTS 0.02000 0.000000 0.0000 :
55015LA  CMICKEN-GIBLETS(LIVER) 0.02000 0.000320 0.0012
55015MA  CHICKEN-FLESH(W/O SKIN,W/O BONES) 0.02000 0.006567 0.0262
55015MB  CHICKEN-FLESH(+SKIN,W/O BONES) 0.02000 0.010169 0.0406 ]
CROP GROUP TOTALS FOR POULTRY: 0.021081 0.0843
GRAND TOTAL TMRC: 0.021081 GRAND TOTAL % OF THE RfD: 0.0843 .
5000008  MILK-NON-FAT SOLIDS 0.20000 10.205006 40.8200
50000FA ~ MILK-FAT SOLIDS 0.20000 2.243717 . 8,9748
50000SA  MILK SUGAR (LACTOSE) 0.20000 0.606094 2.4243
55014AA  EGGS-WHOLE 0.02000 0.009427 0.0377
55014AB  EGGS-WHITE ONLY 0.02000 0.000082 0.0003
55014AC  EGGS-YOLK ONLY 0.02000 0.002578 0.0103
CROP GROUP TOTALS FOR DAIRY PRODUCTS: 13.066904 52.2676
GRAND TOTAL TMRC:  13.066904  GRAND TOTAL % OF THE RfD: 52.2676
POPULATION SUBGROUP TOTALS. 24 .546058 98.1842 1.656033 -6.6241
vaQr>qﬁoz TOTAL TMRC 26.202091 POPULATION TOTAL % OF THE RfD 104.8083
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